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Box No. I Basis of the report 

1 . With regard to the language, this report is based on the international application in the language in which it was 
filed, unless othenwise indicated under this item. 

□ This report is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 and/or 55.3) 

2. With regard to the elements'' of the international application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 



Description, Pages 

1-59 as originally filed 

Sequence listings part of the description. Pages 
1-d as originally filed 

Claims, Numbers 



• S a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing • 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to this report and listed below 
had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked "superseded. " 
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as amended (together with any statement) under Art. 19 PCT 



Drawings, Sheets 



1/B-6>B 



as originally filed 
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Box No. II Priority 



1. □ 



2. □ 



This report has been established as if no priority had been claimed due to the failure to furnish within the 
prescnbed time limit the requested: 



□ copy of the eariier application whose priority has been claimed (Rule 66.7(a)). 

□ translation of the eariier application whose priority has been claimed (Rule 66.7(b)). 

This report has been established as if no priority had been claimed due to the fact that the priority claim has 
been found invalid (Rule 64 1). Thus for the purposes of this report, the intemational filing date indicated 
above is considered to be the relevant date. 

3. Additional observations, if necessary: 

see separate sheet 



Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
la claims Nos. 26-38,42-44 

because: 

IS) the said international application, or the said claims Nos. 26-38,42-44 relate to the following subject matter 
which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements betow) or said claims Nos. are solSnciear ' 
that no meaningful opinion could be formed (specify): «i « ui loiecir 

° could be foi?^^ inadequately supported by the description that no meaningful opinion 

□ no intemational search report has been established for the said claims Nos. 

° i??® PUP^^?^}^^ ^^^^^^ ^"^'"^ ^^'^ sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: ^ « iu» m MuneA 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form onlv do 
not comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions! 

□ See separate sheet for further details 
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1. Statement 



Novelty (N) 



Yes: 
No: 



Claims 
Claims 
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Inventive step (IS) 



Yes: 
No: 



Claims 
Claims 
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Industrial applicability (lA) 



Yes: 



Claims 



1-46 



No: Claims 

2. Citations and explanations (Rule 70.7): 
see separate sheet 

Box No- Vi Certain documents cfted 

1. Certain published documents (Rule 70.10) 
and /or 

2. Non-written disclosures (Rule 70.9) 
see separate sheet 



Box No. VIII Certain observations on the international application 




1, description, and drawings or on the question whether the 

le: 



see separate sheet 
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Supplemental Box relating to Sequence Listin g 
Continuation of Box I, Item 2: 



a. type of material: 
la a sequence listing 
□ table(s) related to the sequence listing 

b. format of material: 
i3 in written fomiat 
S in computer readable form 

c. time of filing/furnishing: 
la contained in the international application as filed 

la filed together with the international application in computer readable form 

□ furnished subsequently to this Authority for the purposes of search and/or examination 

□ received by this Authority as an amendment on 



ion and 



3. Additional observations, if necessary: 
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Re Item II. 

The priority document that has been filed In connection with the present application is US 
application 60/461 ,339, filed on 8 April 2003 In the name of B. Case and R. Paul. However, 
the application whose priority has been claimed by the present application Is US application 
60/461 ,399, filed on 8 April 2003. 

Consequently, it has not been possible to consider the validity of the priority claim. This report 
has nevertheless been established on the assumption that the relevant date is the claimed 
priority date. 

Re Item ill. 

For the assessment of the present claims 26 to 38. and 42 to 44 on the question whether they 
are Industrially applicable, no unified criteria exist In the PCT Contracting States. The 
patentability can also be dependent upon the fomnulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to the use 
of a compound in medical treatment or diagnostic methods, but may allow, however, claims 
to a known compound for first use in medical treatment and the use of such a compound for 
the manufacture of a medicament for a new medical treatment. 

Re Item V. 

The following documents are refen-ed to In this communication: 
D1 = W099/67384 

D2 = Database accession no. BC047903 
1 . Inventive Step (Article 33(3) PCT) 

1.1 Claims 1 to 46 

Claims 1 to 46 are not inventive as required by Article 33(3) PCT. 

Prostate cancer-associated genes and polypeptides were well known in the prior art 

from, e.g., W099/673R4 /ni^ (see, e.g., the abstract). 

Starting from this closest prior art, the technical prnhlam underlying the present 
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REPORT ON PATENTABILITY International application No. 

(SEPARATE SHEET) PCT/US2004/Qinsft« 

application could be seen In the provision of further prostate-specific proteins. 

This problem ig solved by providing the nucleic acid molecules/proteins of SEQ ID NOs- 

2 and 1 . 

However, this solution is obvious in view of the disclosure content of BC0479Q3 ( DP) 
This document discloses a eartja! cDNA sequence encoding a human "prostate cancer 
associated protein 5" that is 100% identical to the 3'-terminal 461 nucleotides of the 
sequence of SEQ ID NO:2 of the present application. For solving the above technical 
problem. BC047903 (D2) thus provided an ideal starting point for the person sl<illed in 
the art: It provided the motivation since the cDNA was only partial, and certainly, there 
was also a reasonable expectation of success to isolate the fulkleogUi cDNA sequence 
It thus appears as if the person skilled in the art would have arrived at the claimed 
products without further ado. 

Claims 2 to 46 represent standard molecular biology applications. Insofar as they are 
new over the cited prior art, they thus do not involve an inventive step. 

Therefore, claims 1 to 46 do not comply with the requirements of Article 33(3) PCT. 
Re Item VIII. 



2. Clarity (Article 6 PCT) 

2.1 In various claims the terni "homologous" is used. However, "homology" with respect to 
amino acid sequences is ambiguous because it is unclear whether identity or similarity 
is meant, and with respect to nucleic acid sequences it Is meaningless because only the 
degree of identity can be established between two nucleic acid sequences. 

2.2 The indication of the percentage of identity is only meaningful if the regions that are 
compared are defined. 

2.3 In claims 1 and 32 the phrase "wherein the Isolated polypeptide is eight to ten.. " is 
ambiguous because it refers to "the isolated polypeptide" although the at least eight 
consecutive amino acids are apparently meant. 
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2.4 SEQ ID NOs: 1 and 2 show single specific sequences. Thus, the Indefinite articles "an/a" 
in claims 1(3), 5, 7, 22. and 32(3) are not appropriate. 
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CLAIMS 

1. An isolated polypeptide comprising: 

(1) an amino acid sequence at least 90% homologous to SEQ ID NO: 1; 

(2) at least eight consecutive amino acids of amino acids 157-933 of SEQ 
1, wherein the isolated DolvDentide 



5 

ID NO: 1. Wherein the isolated polypeptide is eight to ten ammo acids in length and 
binds an MHC molecule; or 

(3) an amino acid sequence set forth as SEQ ID NO; 1 . 



10 



2. The isolated polypeptide of claim 1 . comprising a polypeptide having 
annno acid sequence at least 90% homologous to SEQ ID NO: 1 . 



an 



15 



20 
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3. Hie isolated polypeptide of claim 2. comprismg an iirino add sequence at 
least 95% homologous to SEQ ID NO: 1 . 

4. TT^e isolated polypeptide ofclaiml, comprising at least eight consecutive 
amino acids of amino acids 157-933 of SEQ ©NO: 1. wherein the isolated polypeptide 
IS eight to ten amino acids in length and binds an MHC molecule. 

5. The isolated polypeptide of claim 1, comprising an amino acid sequence as 
set forth as SEQ ID NO: 1 . 

6. Anisolatednucleicacidsequenceencodingthepolypeptideofclaiml. 

7. 'nieisolatednucleicacidsequenceofclaim6,comprisingasequenceasset 
forth as SEQ ID NO: 2, or a degenerate variant thereof. 



8. The isolated nucleic acid sequence of claim 6, operably linked to a promoter. 
50 9. An expression vector comprising fee nucleic acid sequence of claim 6. 
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10. A host cell transfected with the nucleic acid sequence of claim 6. 

1 1 . The host cell of claim 10, wherein the host cell is a mammalian cell 

5 

12. An antibody that specifically binds the polypeptide of claim 1 . 

13. The antibody of claim 12, wherein the antibody is a monoclonal antibody. 
10 14. The antibody of claim 12 comprising a detectable label. 

15. The antibody of claim 12, wherein the label is a fluorescent, enzymatic or 
radioactive label. 

15 16. The antibody ofclaim 12 conjugated to a toxin. 

17. A method for detecting prostate cancer in a subject, comprising 

contacting a sample obtained from the subject with the antibody ofclaim 
12 for a sufficient amount of time to form an immune complex; 

^^*^*^St^®Pr«ence the immune complex, wherem the presence of an 
immune complex demonstrates the presence of prostate cancer in the subject. 

18. The method of claim 17, wherein the san^le is a biopsy, blood, semm, or 
urine sanqjle. 

25 

19. The method of claim 17, wherein the sample is a biopsy sample of non- 
prostate origin. 



20. The method ofclaim 17, wherein the antibody is labeled. 
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21 . A method for detecting a prostate cancer in a subject, comprising 

detecting the expression of the polypeptide of claim 1 in a sample from the 
subject, wherein an increase in the expression of the polypeptide as compared to a 
control indicates the presence of the prostate cancer. 

22. The method of claim 21, wherein detecting the expression of polypeptide 
comprises detecting a polypeptide having a sequence set forth as SEQ ID NO: 2 in the 
sample. 

23. The method of claim 22, wherein detecting the expression of the 
polypeptide con^ses 

contacting tiie sample with an anrihod y that specifically bin ds th«. polypeptide 
for a sufBcient amount of time to form an immune complex; and 
detecting the presence of flie immune complex. 

24. The method of claim 21, wherein detecting the expression of the 
polypeptide comprises detecting the presence of mKNA encoding the polypeptide. 

25. The method of claim 24, wherein detecting flie presence of mRNA encoding 
the polypeptide comprises a Northern Blot analysis, an RNA Dot blot, or a leveise 
transcriptase polypermase chain reaction (RT-PCR) assay. 

26. A method for producing an immune response against a cell expressing a 
polypeptide of claim 1 in a subject, tiie method comprising 

administering to the subject a therapeuticafly effective amount of the 
polypeptide of claim 1, or a polynucleotide encoding the polypqjtide, thereby 
producing the immune response. 



27. The mefliod of claim 26, wherein the immune response is a T cell 



response. 
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28. The method of claim 26, wherein the immune response is a B cell response. 

29. The method of claim 26, wherein the subject has prostate cancer. 

30. The method of claim 29, wherein the immune response decreases die 
growth of the prostate cancer. 

3 1 . A mediod for inhibiting the growth of a maUgnant ceU expressing the 
polypeptide of claim 1 , the method comprismg, 

(i) culturing cytotoxic T lymphocytes (CTLs) or CTL precursor cells 
with the polypeptide of claim 1 to produce activated CTLs or CTLprecursore that 
recognize ah NGEPexpressiifg-cell, and " - -r 

(ii) contacting the maUgnant cell with the activated CTLs or CTLs 
matured from the CTL precursors, 

thereby inhibiting the growth of the malignant cell. 

32. A method for inhibiting the growth ofamali^ant cell, comprising: 
contacting the malignant ceU with an effective amount of a cell-growth 

inhibiting molecule, wherein the cell growth inhibitmg molecule comprises an antibody 
which specifically binds a polyp^tide con^rising 

(1) an amino acid sequence at least 90% homologous to SEQ ID NO: 1 ; 

(2) at least eight consecutive amino acids of amino acids 157-933 of SEQ 
ID NO: 1, wherein the isolated polypeptide is eight to ten amino acids in length and 
binds an MHC molecule; or 

(3) an amino acid sequence set forth as SEQ ID NO: 1; 

wherein the antibody is covalently linked to an effector molecule which 
inhibits the growth of cells, 

thereby inhibiting the growth of the malignant celL 
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33. n,e method of claim 32. whereinsaid antibody is a monoclonal antibody. 

34. the method of claim 32. wherein the effector molecule is a 
chemotherapeutic agent. 

5 

35. Tbo method of claim 32. wherein the effector molecule comprises a toxic 

moiety. 

36. The method of claim 35. wherein the toxic moiety is selected from the 

^"P-n-tingofricinA.abrin.diphtheriatoxinorasubumtthereof./>.^^^ 
10 exotoxin or a porti on thereof, sapori n, rcstricto dn or gelonin. 

37. n,e method of claim 35. wherem th^ Pseudon,onas exotoxin is selected 
from the group consisting of PE35, PE37, PE38, and PE40. 

15 38. He method of claim 35, wherein the maUgnant cell is in vivo, 

39. Apharmaceutical con^wsiticm conqmsing a therapeutically effective 
amount of the polypeptide of claim 1 in a phanmceuticaUy acceptable carrier. 

20 '*°-^ P^«™"««"ti<»l«>niposition comprising a therapeutically effecti^^ 

amount of the polynucleotide of claim 6 in a pharmaceutically acceptable carrier. 

41. A pharmaceutical composition comprising a therapeutically effective 
amountoftheantibodyofclaim 12 in a pharmaceuticaUy acceptable carrier. 

42. A mefliod for reducing the number of piostate cancer cells in a subject 
comprising ' 
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administering to the subject a therapeutically effective amount of the 
polypeptide of claim 1. wherein the administration of the NGEP results in an immune 
response to NGEP, 

thereby reducing the number of prostate cancer cells in the subject. 

43. A method for reducing the number of prostate cancer cells m a subject, 
con^rising 

**^™stering-^o.the-subject-atherapeuticalIy:efifective^mountofA 
polynucleotide of claim 6, wherein fho administration of the polynucleotide results in an 
10 mmiune response, 

thereby reducing die number of prostate cancer cells in the subject 

44. A method for reducing the number of prostate cancer ceUs in a subject, 
comprising 

^"^^^^^^S to subject a tiierapeuticaUy effective amount of tiie 
antibody of claim 1 6, 

thereby reducing the number of prostate cancer cells in die subject. 

45. A kit for detecting an polynucleotide encoding NGEP in a san^le, 
20 cono^sing " • * 

sequence of at least ten nucleotides in lenglh that 
specifically binds to SEQ IDNO: 2 ^der highly stringent hybridization conditions; and 

instructions for the use of the isolated nucleic acid sequence. 

25 46. A kit for detecting an NGEP polypeptide in a sample, comprising 

an monoclonal antibody tiiat specificaHy binds to an antigenic epitope of 
SEQ ID NO: 1; and 

instructions for the use of flie antibody. 

30 
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